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REMARKS 
Status Summary 

Currently, claims 1-26 are pending. Claims 1-26 presently stand rejected. 
Reconsideration of the application and entry of the Amendment is respectfully 
requested for at least the reasons set forth below. 

I. Double Patenting 

Claims 1-4 and 7-20 stand rejected on the grounds of non-statutory obviousness- 
type double patenting as being unpatentable over claims 1-4 of U.S. Patent No. 
6,379,359. Claim 6 stands rejected on the grounds of non-statutory obviousness-type 
double patenting as being unpatentable over claim 5 of U.S. Patent No. 6,379,359. 
Claim 7 also stands rejected on the grounds of non-statutory obviousness-type double 
patenting as being unpatentable over claim 6 of U.S. Patent No. 6,379,359. 

Without commenting on the proprietary of this rejection, applicant directs the 
Examiner's attention to the Terminal Disclaimer submitted on January 14, 2008 in 
response to the office action dated July 13, 2007 that disclaims the terminal part of any 
patent granted in the instant application which would extend beyond the expiration date 
of U.S. Patent No. 6,379,359. The receipt of the Terminal Disclaimer by the Untied 
States Patent Office was also acknowledged in the petition decision dated April 2, 2008. 
If another copy of the Terminal Disclaimer is needed, please inform the undersigned. 
Since a Terminal Disclaimer has been filed, applicant respectfully submits that the 
rejection of claims 1-4 and 6-20 on the grounds of non-statutory obviousness-type 
double patenting should be withdrawn at this time. 
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II. Claim Rejections under 35 U.S.C. § 102(b) 
Claims 1-4, 6-16, 18-22, and 25-26 stand rejected under 35 U.S.C. § 102(b) as 
being anticipated by U.S. Patent No. 4,467,793 to Ender (hereinafter, " Ender "). 

Independent claim 1 recites a longitudinally extending intrafocal plate for 
securing bone fractures. The intrafocal plate includes an elongated intrafocal plate 
element having a surface at one end thereof defining a top, bottom, a leading end, and 
a trailing end and sized to overlay a fracture site. The elongated intrafocal plate has a 
longitudinally extending intrafocal resilient body element integral with the intrafocal plate 
element adjacent to but spaced apart from the trailing end of the surface of the plate 
element so that the leading end of the surface of the plate element extends above the 
location at which the resilient body element is integral to the surface of the plate 
element. Also, the resilient body element is integral with the plate element adjacent to 
but spaced apart from the trailing end of the surface so as to define an overhanging 
heel between the location at which the resilient body element is integral to the surface of 
the plate element and the trailing end of that surface. The overhanging heel extends 
downwardly below the location at which the resilient body element is integral to the 
surface of the plate element. The heel serves to help stabilize the fracture site. The 
body element is formed to extend generally in the lengthwise direction of the surface 
and wherein the other end of the body element defines a pin element. 

Independent claim 6 recites a longitudinally extending intrafocal plate for 
securing metaphyseal bone fractures. The intrafocal plate includes an elongated 
intrafocal plate element having a surface at one end thereof with one or more apertures 
therein in defining a top, bottom, leading end and trailing end and sized to overlay a 
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fracture site. The intrafocal plate has a longitudinally extending intrafocal resilient body 
element integral to and depending from the trailing end of the surface so that the body 
element forms an acute angle with the surface and extends generally in a lengthwise 
direction of the surface. The body element is adjacent to but spaced apart from the 
trailing end of the surface of the plate element so that the leading end of the surface of 
the plate element extends above the location at which the resilient body element is 
integral to the surface of the plate element. Also, the resilient body element is integral 
with the plate element adjacent to but spaced apart from the trailing end of the surface 
so as to define an overhanging heel between the location at which the resilient body 
element is integral to the surface and the trailing end of the surface. The overhanging 
heel extends downwardly below the location at which the resilient body element is 
integral to the surface of the plate element. The heel serves to help stabilize the 
fracture site. The body element defines a shoulder at one end at the juncture of the 
body element and the surface with a pin at the other end of the body element. 

Independent claim 7 recites a longitudinally extending intrafocal plate for 
securing bone fractures. The intrafocal plate includes a plate element having a leading 
end and a trailing end, wherein the trailing end comprises an overhanging heel sized to 
overlay a fracture site, wherein the overhanging heel stabilizes the fracture site. The 
intrafocal plate further includes a longitudinally extending resilient body element having 
a first end and a second end, wherein the first end of the body element is connected to 
the plate element at a location between the leading end and the trailing end. 

Independent claim 15 recites a longitudinally extending intrafocal plate for 
securing metaphyseal bone fractures. The intrafocal plate includes an elongated plate 
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element having at least one aperture and defining a leading end and a trailing end with 
the trailing end sized to overlay a fracture site. The intrafocal plate also includes a 
longitudinally extending body element connected to the elongated plate. The intrafocal 
plate further includes an overhanging heel formed between the location at which the 
body element is connected to the elongated plate element and the trailing end of the 
elongated plate element, wherein the overhanging heel prevents over reduction of the 
fracture site. 

Independent claim 21 recites an intrafocal plate for stabilizing a fracture site. The 
intrafocal plate includes a plate element having a first end and a second end. The 
intrafocal plate also includes a body element having a sinuous shape and connected 
between the first end and the second end of the plate element. The second end of the 
plate element stabilizes the fracture site. 

Applicant respectfully submits that Ender does not anticipate independent claims 
1, 6, 7, 15, and 21 or the claims that depend therefrom. In particular, Ender does not 
disclose all the features of claims 1 , 6, 7, 1 5, and 21 . 

For example, independent claims 1, 6, 7 and 21 recite an intrafocal plate 
including a plate element having a heel for stabilizing a fracture site. Claim 15 recites 
an intrafocal plate having an overhanging heel for preventing over reduction of a 
fracture site. Claims 1, 6, 7 and 15 also recite that the plate element includes a trailing 
end or heel sized to overlay the fracture site. Ender does not disclose, teach, or 
suggest an intrafocal plate including a plate element having a heel for stabilizing or 
preventing over reduction of a fracture site or that overlays the fracture site. 
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Ender discloses a plurality of bone nails 4 that are introduced into the medullary 
canal through an insert member 5. (See Ender , Col. 4, lines 46-50 and 56-56.) The 
insert member includes a flange 7 for preventing the insert member from entering the 
medullary canal at too great a distance. ( See Ender . Col. 5, lines 1-4.) No part of the 
flange overlays the fracture site or is used to stabilize or prevent over reduction at the 
fracture site. Instead, it is the proximal end portions of the bone nails that stabilize the 
fracture site. As illustrated in Figure 1 of Ender , if anything, the flange of Ender is 
positioned at the "opposite" end of the bone, "away" from the fracture site. By contrast, 
claims 1, 6, 7 and 21 recite a plate element having a heel for stabilizing a fracture site. 
As recited on page 4, paragraph 37, of the present application, the heel or overhang at 
the trailing end of the plate can thus serve to stabilize the fracture against the inner 
cortex of the bone. Claim 1 5 recites that the overhanging heel prevents over reduction 
of the fracture site. As recited in the present application, a modification of the intrafocal 
plate apparatus provides for a heel or overhang at the tail of the plate element in order 
to prevent the intrafocal plate from producing "over reduction" and thereby forcing the 
bone fragment beneath the plate too far to the other side of the bone when the intrafocal 
plate has been fully inserted through the fracture in the bone. Claims 1, 6, 7 and 15 
further recite that the plate element includes a heel sized to overlay the fracture site. 

Claims 1 and 6 further recite that the intrafocal plate includes a body element that 
is integral with the plate element. Ender does not disclose, teach, or suggest a body 
element that is integral with the plate element. Rather, Ender teaches away from such 
a configuration. The bone nails 4 are separate from the insert member 5 and are 
actually inserted into the insert member 5, which is used to guide the bone nails into the 
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medullary canal. (See Ender, Col. 4, line 65 through Col. 5, line 1.) By contrast, claims 
1 and 6 recite that the body element and the plate element are integral. As stated in the 
present application on page 4, paragraph 40, the body element 30B depending 
outwardly and downwardly from plate element 30A may be formed as an integral part 
and extension of plate element 30A. 

Furthermore, claim 21 recites that the body element of the intrafocal plate has a 
sinuous shape. Ender does not disclose, teach, or suggest a body element having 
sinuous shape. The term "sinuous" refers to an element having many curves, bends, or 
turns. ( See , Dictionary.com). The bone nails of Ender are formed of an elastic material 
that curve in a single direction as they are being guided through the guide channel into 
the medullary canal. ( See Ender , Col. 4, lines 46-50; FIG. 1). There is no mention in 
the specification of Ender that the bone nails are formed as, or are capable of forming, a 
sinuous shape. By contrast, claim 21 recites that the body element has a sinuous 
shape. As stated in the present application on page 4, paragraph 43, in describing the 
embodiment depicted in Figures 9A and 9B, a plate element 50A has a body element 
50B extending outwardly and downwardly therefrom in an sinuous pathway so as to 
contact the front portion of the bone in order to secure plate element 50A against the 
fracture site of the bone. 

Ender does not disclose, teach, or suggest an intrafocal plate having a trailing 
end or heel that overlays a fracture site to stabilize or prevent over reduction of the 
fracture site. Ender also does not disclose, teach, or suggest an intrafocal plate having 
an integral body element and plate element, or a body element that has a sinuous 
shape. Independent claims 1, 6, 7 and 21 recite an intrafocal plate including a plate 
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element having a heel for stabilizing a fracture site. Claim 15 recites an intrafocal plate 
having a heel for preventing over reduction of a fracture site. Claims 1,6,7 and 1 5 also 
recite that the plate element includes a trailing end or heel sized to overlay the fracture 
site. Claims 1 and 6 further recite that the intrafocal plate includes a body element that 
is integral with the plate element. Furthermore, claim 21 further recites that the body 
element of the intrafocal plate has a sinuous shape. For the above reasons, applicant 
respectfully submits that Ender does not anticipate independent claims 1, 6, 7, 15, and 
21. Since claims 2-4 depend from claim 1, claims 8-14 depend from claim 7, claims 16, 
18-20 depend from claim 15 and claims 22 and 25-26 depend from claim 21, applicant 
respectfully submits that these claims are also not anticipated by Ender . Applicant, 
therefore, respectfully requests that the rejections of claims 1-4, 6-16, 18-22, and 25-26 
under 35 U.S.C. § 102(b) be withdrawn and the claims allowed at this time. 

III. Claim Rejections - 35 U.S.C. § 103 

Claims 5 and 17 stand rejected under 35 U.S.C. § 103(a) as being unpatentable 
over Ender in view of U.S. Patent No. 4,483,335 to Tornier (hereinafter, " Tornier "). 
Claims 23-24 stand rejected under 35 U.S.C. § 103(a) as being unpatentable over 
Ender in view of U.S. Patent No. 5,013,314 to Firica et al. (hereinafter, Tirica "). These 
rejections are respectfully traversed. 

Neither Tornier nor Firica overcome the shortcomings of Ender . Claim 17 
depends from claim 15 described above. Claims 22-23 depend from claim 21 described 
above. Claim 5 recites an intrafocal plate for securing bone fractures. The intrafocal 
plate includes an elongated intrafocal plate element having a surface at one end thereof 
defining a top, bottom, leading end and trailing end and sized to overlay a fracture site. 
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The intrafocal plate has a longitudinally extending intrafocal resilient body element 
integral to the surface adjacent to but spaced apart from the trailing end of the surface 
of the plate element so that the leading end of the surface of the plate element extends 
above the location at which the resilient body element is integral to the surface of the 
plate element. Also, the resilient body element is integral with the plate element 
adjacent to but spaced apart from the trailing end of the surface so as to define an 
overhanging heel between the location at which the resilient body element is integral to 
the surface of the plate element and the trailing end of the surface. The overhanging 
heel extends downwardly below the location at which the resilient body element is 
integral to the surface of the plate element. The heel serves to help stabilize the 
fracture site. The other end of the body element defines a pin with the intrafocal plate 
including one or more screws for insertion through one or more apertures defined in 
surface of the plate element. 

Claim 5 recites an intrafocal plate including a plate element having a trailing end 
sized to overlay a fracture site and a heel defined by the trailing end for stabilizing a 
fracture site. Neither Ender nor Tornier disclose, teach, or suggest an intrafocal plate 
having a plate element that has a trailing end and heel that is sized to overlay a fracture 
site to stabilize the fracture site and is integral with a body element of the intrafocal 
plate. As discussed above, Ender does not disclose, suggest or teach an intrafocal 
plate having an integral body element and plate element. 

Further, the teachings of Tornier cannot be used to correct the deficiencies of 
Ender . If the proposed modification or combination of the prior art would change the 
principle of operation of the prior art invention being modified, then the teachings of the 
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references are not sufficient to render the claims prima facie obvious. ( See MPEP 
2143.01, citing In re Ratti , 270 F.2d 810, 123 USPQ 349 (CCPA 1959).) Claim 5 cannot 
be rendered obvious by Ender because the modification of Ender that would be required 
would change the principles of operation of the implant device being modified. Claim 5 
recites an intrafocal plate including a plate element having a trailing end sized to overlay 
a fracture site and a heel defined by the trailing end for stabilizing a fracture site. Claim 
5 also recites that the plate element of the intrafocal plate is integral with a body 
element of the intrafocal plate. As set forth in the Amendment filed in response to the 
Office action dated October 19, 2006, the coupling member and insert member of Ender 
permit the nail to be driven into the bone to such a depth that it's distal end is 
accommodated by (in) the insert member and thus does not protrude so that irritation of 
the muscles is prevented which occurs on other nails with external coupling members. 
The resulting functionality of the device of Ender to prevent the coupling member from 
irritating the muscles but that still allows it to be able to lock to the bone distally can only 
be achieved in a two-piece, modular design as described by Ender . 

The insert member and the coupling member of Ender have another function 
which is to prevent the coupling member from entering the interior of the medullary 
canal and thus disappearing within the bone, resulting in a reduction of the tensile 
stress needed to hold the fracture fragment in place. The coupling member and insert 
member function secondarily, if the above condition were to occur, to prevent the nail tip 
from penetrating the condyles of the bone (this would actually be the femoral head) and 
ultimately penetrating the socket or opposite side of the joint. The insert member must 
be a separate piece from the nail in Ender to perform its function of preventing the 
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coupling member of the nails from entering the interior of the medullary canal and to 
prevent the tips of the naiis from penetrating the condyles of the bone and ultimately 
penetrating the socket or opposite side of the joint. 

Therefore, for the reasons set forth above, the teachings of the references are 
not sufficient to render independent claim 5 prima facie obvious. 

Claim 15, and claim 17 that depends therefrom, are not rendered obvious by 
Ender and Tornier , alone or in combination. Neither Ender nor Tornier disclose, teach, 
or suggest an intrafocal plate having a plate element that has a trailing end and heel 
that is sized to overlay a fracture site and prevent over reduction of the facture site. 
Further, the modification of Ender that would be required would also change the 
principles of operation of the implant device being modified. 

As set forth in the Amendment filed in response to the Office Action dated 
October 19, 2006, the device of Ender is used to fix per and subtrochanterous fractures. 
A further function of the insert member of Ender is to prevent the impact hole from 
becoming splayed during the driving or insertion of the nails and thus preventing the 
impact hole from becoming enlarged and the bone from collapsing at the contact area. 
The biomechanics of flexible IM type nails like those of Ender require a three-point 
fixation to stabilize the fracture fragment. One point of the fixation is an intact impact 
hole. If the impact hole is through the fracture site, as would be necessary if Ender is 
inverted to be attached at the fracture site, stability of the fracture fragment will not 
occur as you are trying to stabilize the fragment to a structure that itself is unstable. 
This is the exact reason for the insert member: to protect the bone surrounding the 
insert member. Poor or destroyed bone will prevent one of the three fixation points. 
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Therefore, for the reasons set forth above, the teachings of the references are not 
sufficient to render independent claim 15 or claim 17 that depends therefrom prima facie 
obvious. 

Regarding claims 23 and 24, as an initial matter, the rejections of claims 23 and 
24 should be withdrawn and claims 23 and 24 allowed, since these claims depend from 
claim 21 and claim 21 is in condition for allowance. 

Furthermore, Firica do not disclose, teach, or suggest a body element having a 
first portion that curves away from the plate element and second and third portions that 
curve toward the plate element, as recited by claim 23. As shown in Figures 66-70, 
Firica discloses a plate system having a body element that only has one portion that 
curves towards the plate element. There is no disclosure in the specification of Firica of 
a rod that bends in more than two directions relative to the end anchored to the bone 
such that one portion extends away from the bone and two portions extend toward the 
bone. By contrast, claim 23 recites a body element curving in at least three directions 
relative to the plate element such that one portion extends away from the plate element 
and two portions extend toward the plate element. As stated on page 4, paragraph 43, 
of the present application in describing Figures 9A and 9B, an implant device is 
provided that includes plate element 50A having body element 50B extending outwardly 
and downwardly therefrom in an sinuous pathway so as to contact the front portion of 
the bone in order to secure plate element 50A against the fracture site of the bone. 
Such a curved body element as recited by claim 23 and supported by the specification 
is not disclosed, taught or suggested by Ender or Firica . Therefore, claims 23 and 24 
are not rendered obvious by the Ender and/or Firica . 
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For the reasons set forth above, claims 5, 17, and 23-24 are not rendered 
obvious by the cited references. Accordingly, applicant respectfully submits that the 
rejections of claims 5, 17, and 23-24 under 35 U.S.C. § 103(a) should be withdrawn and 
the claims allowed at this time. 

CONCLUSION 

In light of the above amendments and remarks, it is respectfully submitted that 
claims 1-6 of the present application are now in proper condition for allowance, and an 
early notice to such effect is earnestly solicited. 

If any small matter should remain outstanding after the Patent Examiner has had 
an opportunity to review the above Remarks, the Patent Examiner is respectfully 
requested to telephone the undersigned patent attorney in order to resolve these 
matters and avoid the issuance of another Official Action. 
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DEPOSIT ACCOUNT 
The Commissioner is hereby authorized to charge any fees associated with the 
filing of this correspondence to Deposit Account No. 50-0426 . 

Respectfully submitted, 

JENKINS, WILSON, TAYLOR, & HUNT, P.A. 



Date: October 29, 2008 
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